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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment See 37 CFR 1 .704(b). 
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?)□ Claim(s) is/are objected to. 
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Replacement drawing sheet(s) including the con'ection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

RCE acknowledged 

A request for continued examination(RCE) under 37 CFR 1,114, Including the fee 
set forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 1/17/06 
has been entered. 

Status of Application 

1. Claims 10-16, 33-44, and 46-51 are now pending and claims 44, 48-51 have 
been examined only to the extent that they read on use of the elected species in the 
claimed method. 

All remaining(or portions thereof) claims not drawn to the elected species are 
withdrawn from further consideration as being non-elected. The following rejections are 
made. 

Claim Objections 

2. Claim 44 is objected to because of the following informalities: There is 
typographical error was found in claim 44, line 2 where the claimed term "cytochrome 
P450 1A" is inadvertently written as "cytochrome A 450 1A". Appropriate correction is 
required. 
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Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 44 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 44 recites the limitation "said demnal CYP1 A inhibitor " in line 3. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim Rejections -35 USC §102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 44 and 48-51 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Einietal(US5227163). 

The claims are drawn to a composition comprising terpineol(as a dermal CYP1 A 
inhibitor) and a carrier. Claim 51 requires terpineol(CYP1 A inhibitor) present in the 
amount of about 1 0% by weight. 

Eini et al(US'1 63, hereafter) teaches a composition comprising terpenoids(e.g. 
terpeneols(=terpineol)) in a concentration of between 0.01-50%,preferably 0.01-10%, by 
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weight and a pharmaceutically and/or cosmetically effective carrier, see abstract. It is 
noted that terpineol is a CYP1A inhibitor(self evidenced by instant claims 44 and 49) 
and thus claims are inherently met, see claims 1 and 7.. 

Claim 48 is properly included in this rejection because limitations recited in 
preamble(i.e. co-administration with a dermatological drug such as retlnoic acid or 
retinoid is not consisted of main structure of the claimed invention which is a 
composition comprising terpineol and a carrier as required by claim 44, and thus, the 
structure of the of claimed invention is well taught by the teaching of the US' 163 patent 
and thus, the claims are anticipated. 

Applicant is reminded that the invention is drawn to a composition comprising a 
terpeniol and a earner. If the composition taught by the reference of the record has 
same structured composition, the claims are met. The recitation(e.g. co-administration 
with other dermatological drug) in preamble is considered to be a description of 
intended use. A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. In a claim drawn to a 
process of making, the intended use must result in a manipulative difference as 
compared to the prior art. See In re Casey, 370 F.2d 576, 152 USPQ 235 (CCPA 1967) 
and In re Otto. 312 F.2d 937, 939, 136 USPQ 458. 459 (CCPA 1963). 

In response to applicant's arguments, the recitation(i.e. co-administration of a 
dermatological dmg) is not included in the stmcture of the composition whereas the said 
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limitations should be included in method claims if there is any. And thus, said limitations 
have not been given patentable weight . 

If applicant wishes to pursue independent invention(e.g. new use) from the 
invention previous elected and examined, applicant must file divisional or CIP to request 
for the examine siich invention. 

MPEP (21 12) clearly states: 

SOMETHING WHICH IS OLD DOES NOT BECOME PATENTABLE UPON THE DISCOVERY 
OF A NEW PROPERTY 

"[Tjhe discovery of a previously unappreciated property of a prior art composition or a 
scientific explanation for ttie prior art's functioning, does not render tlie old composition patentably new to 
the discoverer." Atlas powder co. v. Ireco Inc., 190 F 3d 1342, 51 ISPQ2d 1943, 1947(Fed. Cir. 1999). 
Thus the claiming of a new use, new functioning or unknown property which is inherently present in the 
prior art does not necessarily make the claim patentable. In re Best, 562 F 2d 1252, 1254, 195 
USPQ430, 433 (CCPA 1977). See also MPEP 21 12.01 with regard to inherency and product-by-process 
claims and MPEP 2141 .02 with regard to inherency and rejections under 35 USC 103. 

Claim 49 requires a topical composition comprising terpeniol; a earner; and 
additionally a denriatologlcal drug. 

US'163 teaches terpenol and a carrier containing lice repellent composition with 
additives such as other insect repellents, antimicrobials or antioxidants, see abstract. 
Thus, the critical elements are well taught and the claim is met. 

All the claims are property maintained in 102 rejection and substantially same 
102 rejection included in previous office action is repeated hereinabove. 
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3. Claims 44 and 48-51 are rejected under 35 U.S.C. 102(b) as being anticipated 
by, or alternatively as being obvious over Burger et al(US5759556). 

Burger et al teaches a composition comprising terpineol in combination with 
retinols or retlnyl esters for treating a variety of unwanted skin conditions, see abstract 
and columns 1-2. Since retinols or retinyl esters are specie of retinoids which Is 
derivatives of retinoic acid(see the definition of retinoids in specification at page 5: line 
5, "..retinoid is functional and structural derivatives of retinoic acid), the scope of the 
claims are encompassed by the teaching of the cited reference. 

As described in patented claim 1 , US'556 teaches all the critical elements such 
as terpineol, a carrier and a demnatological drug (i.e. retinoids). 

Furthermore, the terpineol is present In an amount of about 0.01 %to 1 0%. 

Thus, all the critical elements required by the instant claims are well taught and 
the claims are property anticipated by the cited reference. 

In the case of that applicant argues deficiency of US556 patent due to lack of 
example, one would have been cleariy envisaged the substitution with expectation of 
success, or at least the substitution is readily apparent because US'556 cleariy suggest 
that the efficacy of substitution is well anticipated, and thus, one would have been 
motivated to employee terpineol instead of ionone or methylinone(exemplified species 
in examples 1-10), with reasonable expectation of success because it is always desired 
to extend the selection options for better availability for manufacture or improvement of 
industrial applicability. 
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Thus, the claimed invention is not patentabiy distinct over the prior art of the 

record. 

4. Claims 44 and 48-51 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by, or alternatively as being obvious over Nonomura et al(US6020288). 

US'288 teaches a composition for inducing cytochromoe P450 monooxygenase, 
comprising a combination of terpenoids and retinoid, see abstract and claims, especially 
claim 32. 

It is well known in the art that terpineol is terpinoids, a specie classified under 
terpinoids and thus, the claims are met by the cited reference. The examiner's 
allegation is commonly known and evidenced by prior art document, for example 
US'5227163(Eini, cited immediately above), see abstract. 

At any event, the patent(US288), as taught in patented claim 32, utilizes a 
mixture of retinoid, terpenoid and alcohol. As known in the art, terpineol is terpinoid- 
alcohol(see US'163, abstract), and thus, a convenient fomn of terpinoids and alcohols 
mixture that is used to make up the patented composition. Therefore, one would have 
motivated to use terpeniol(terpenoid-alcohol) to increase the industrial applicability( by 
adding convenience and reducing the cost). 

All the critical elements required by the instant claims are well taught in the cited 
reference and thus, the claimed subject matter is not patentabiy distinct over the prior 
art of the record. 

5. Claims 44 and 48-51 are rejected under 35 U.S.C. 1 02(e) as being anticipated 
by, or altematively as being obvious over Bortllk et al(US2002/01 07292 A1). 
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6. US'292(Bortlik et al) teaches a composition for inducing cytocliromoe 

P450 monooxygenase, comprising a combination of terpenoids and retinoid, see 
abstract and claim 7. For the very same reason set forth immediately above(Nonomura 
et al, US6020288), the claimed subject matter is not patentably distinct over the prior 
art of the record. 

Conclusion 

1 . No claim is allowed. 

Applicant's arguments fail to comply with 37 CFR 1.1 1 1(b) because they amount 
to a general allegation that the claims define a patentable invention without specifically 
pointing out how the language of the claims patentably distinguishes them from the 
references. 

2. Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Vickie Kim whose telephone number is 571-272-0579. 
The examiner can nonmally be reached on Tuesday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Infonnatlon regarding the status of an application may be obtained from the 
Patent Application Infomiation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomiation for unpublished applications is available through Private PAIR only. 
For more infomnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



VICKIE KIM 
PRlMASy EXAMINER 




Vickie/mm 
April12. 2006 
Art unit 1618 



